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Division of Metabolism and Endocrinology Products 

 

NDA: 202293 

Applicant: Bristol-Myers Squibb 

Stamp Date: 28-DEC-2010 

PDUFA Date: 28-OCT-2011 

Proposed Proprietary Name: [none indicated] 

Established Name: Dapagliflozin 

Dosage form and strength: Tablet: immediate release 

5 mg and 10 mg (anhydrous free base) 

Route of Administration: oral 

Indications: Type 2 diabetes 

 

CMC Lead: Su (Suong) Tran, ONDQA 

 

ONDQA Fileability: Yes 
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CONSULTS/ CMC 
RELATED REVIEWS 

COMMENT 

Biopharmaceutics The ONDQA Biopharmaceutics Review Staff will review all 
dissolution-related information and any biowaiver request. 

CDRH or CBER Not Applicable 
EA The categorical exclusion claim will be assessed by Primary 

Reviewer. 
EES EER was sent to Compliance on 05-JAN-2011 by ONDQA PM. 
OSE Labeling consult request will be sent as part of DMEP’s request. 
Methods Validation Validation may be requested of FDA labs after test methods are 

finalized. 
Microbiology Review of Microbial Limits (issue discussed by Microbiology at the 

Pre-NDA phase) 
Pharm/Tox Evaluation of the genotoxicity potential of identified impurities and 

degradants. 
Quality by Design The application includes QbD elements (the ONDQA IO was notified 

on 04-JAN-2011). 
 
 
This is an electronic NDA, filed as a 505(b)(1) application. The supporting IND is IND 68652. 
 

The drug substance dapagliflozin propanediol monohydrate is a New Molecular Entity (NME) and a 

small synthetic compound. It is an inhibitor of the sodium glucose co-transporter 2. 

 

The drug product is an immediate release tablet, 5 mg and 10 mg (anhydrous free-base) containing these 

excipients: microcrystalline cellulose, anhydrous lactose, crospovidone, silicon dioxide, and magnesium 

stearate. The film coating contains the following inactive ingredients: polyvinyl alcohol, titanium dioxide, 

polyethylene glycol, talc, and yellow iron oxide. 

The product will be packaged in bottles  and  blisters, and will be stored at room 

temperature. 

 

Maximum daily dose is 10 mg dapagliflozin (anhydrous free-base). 

Has all information requested during the IND phases, and at the pre-NDA meetings been included?   
Yes. See the summary in 2.3.Quality Overall Summary – Introduction. 
 
The tabulated QTPP and CQAs are copied on the next pages. 
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Drug substance: 
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